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devote full time as Director but is re-
sponsible for planning, organizing, con-
ducting, and directing the professional
ESRD services and must devote suffi-
cient time to carrying out these re-
sponsibilities. The director may also
serve as the Chief Executive Officer of
the facility.

(a) Standard: qualifications. The direc-
tor of a dialysis facility is a qualified
physician-director. (See § 405.2102.)

(b) Standard: responsibilities. The re-
sponsibilities of the physician-director
include but are not limited to the fol-
lowing:

(1) Participating in the selection of a
suitable treatment modality, i.e.,
transplantation or dialysis, and dialy-
sis setting, for all patients;

(2) Assuring adequate training of
nurses and technicians in dialysis tech-
niques;

(3) Assuring adequate monitoring of
the patient and the dialysis process, in-
cluding, for self-dialysis patients, as-
suring periodic assessment of patient
performance of dialysis tasks;

(4) Assuring the development and
availability of a patient care policy
and procedures manual and its imple-
mentation. As a minimum, the manual
describes the types of dialysis used in
the facility and the procedures fol-
lowed in performance of such dialysis;
hepatitis prevention and procedures for
handling an individual with hepatitis;
and a disaster preparedness plan (e.g.,
patient emergency, fire, flood); and

(5) When self-dialysis training or
home dialysis training is offered, assur-
ing that patient teaching materials are
available for the use of all trainees dur-
ing training and at times other than
during the dialysis procedure.

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, as amended at 43 FR
48952, Oct. 19, 1978; 51 FR 30362, Aug. 26, 1986]

§ 405.2162 Condition: Staff of a renal
dialysis facility or renal dialysis
center.

Properly trained personnel are
present in adequate numbers to meet
the needs of the patients, including
those arising from medical and non-
medical emergencies.

(a) Standard: Registered nurse. The di-
alysis facility employs at least one full

time qualified nurse responsible for
nursing service. (See § 405.2102.)

(b) Standard: On-duty personnel.
Whenever patients are undergoing di-
alysis:

(1) One currently licensed health pro-
fessional (e.g., physician, registered
nurse, or licensed practical nurse) ex-
perienced in rendering ESRD care is on
duty to oversee ESRD patient care;

(2) An adequate number of personnel
are present so that the patient/staff
ratio is appropriate to the level of di-
alysis care being given and meets the
needs of patients; and

(3) An adequate number of personnel
are readily available to meet medical
and nonmedical needs.

(c) Standard: Self-care dialysis training
personnel. If the facility offers self-care
dialysis training, a qualified nurse is in
charge of such training (see § 405.2102.)

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, as amended at 43 FR
48953, Oct. 19, 1978; 51 FR 30362, Aug. 26, 1986]

§ 405.2163 Condition: Minimal service
requirements for a renal dialysis fa-
cility or renal dialysis center.

The facility must provide dialysis
services, as well as adequate labora-
tory, social, and dietetic services to
meet the needs of the ESRD patient.

(a) Standard: Outpatient dialysis serv-
ices—(1) Staff-assisted dialysis services.
The facility must provide all necessary
institutional dialysis services and staff
required in performing the dialysis.

(2) Self-dialysis services. If the facility
offers self-dialysis services, it must
provide all medically necessary sup-
plies and equipment and any other
service specified in the facility’s pa-
tient care policies.

(b) Standard: Laboratory services. The
dialysis facility makes available lab-
oratory services (other than the spe-
cialty of tissue pathology and
histocompatibility testing), to meet
the needs of the ESRD patient. All lab-
oratory services must be performed by
an appropriately certified laboratory in
accordance with part 493 of this chap-
ter. If the renal dialysis facility fur-
nishes its own laboratory services, it
must meet the applicable requirements
established for certification of labora-
tories found in part 493 of this chapter.
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